IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re Patent Application of 

BOZDAYI Atty. Ret: 2551-158 

Serial No. 10/509,094 Group: 1648 

Filed: September 28, 2004 Examiner: Kinsey 

For: HBV DRUG RESISTANCE DRUG RESISTANCE 
DETECTION METHODS 



Commissioner for Patents September 1 7, 2007 

P.O. Box 1450 

Alexandria, VA 22313-1450 



Sir: 



INFORMATION DISCLOSURE STATEMENT 



□ 1 ■ PTO-1449 Pursuant to 37 CFR 1 .97(b) 

[within 3 months of filing or prior to 1st Office Action on the merits] 

N/C 

□ 2 (a) Statement Pursuant to 37 CFR 1 .97(c) 

[before Final Office Action or Allowance (requires Rule 97(e) 
Statement or Rule 1 7(p) fee)] N/C 

2 .(b) Fee Payment Pursuant to 37 CFR 1 .97(c) 

[before Final Office Action or Allowance (requires Rule 97(e) 
Statement or Rule 17(p) fee)] $180.00 

□ 3. Pursuant to 37 CFR 1 .97(d) 

[after Final Office Action or Allowance (requires Rule 97(e) 
Statement and Rule 17(p) fee), but before final fee payment] 

$180.00 
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The following are submitted in the above-identified application in compliance with 
37C.F.R. §§1.97 and 1.98: 

4. A list of documents on Form PTO-1 449 together with copies of each 
identified document and a translation or a concise explanation of 
each non-English language document (such as a Search Report) is 
enclosed herewith. The relevance of H. Uetake Ed., Virology, 4 th 
Ed., ver.1, Rikougaku-sha (publ.), July 10, 2002, p 452 (in Japanese) 
is noted in Aoyama & Partners letter dated February 15, 2007, which 
relates to the Office Action wherein the noted Japanese reference 
was cited. 

This paper is submitted in accordance with: 

□ 5. 37 CFR 1 .97(b): [within 3 months of filing or prior to 1 st Office Action] 

6. 37 CFR 1 .97(c): [before Final Office Action or Allowance, whichever is earlier]; 
and 

□ a) The required Statement made in item 8 below; or 

IEI b) The $180.00 fee specified in 37 CFR §1.1 7(p) for submission of this 
Information Disclosure Statement is authorized in item 9 below. 

□ 7. 37 CFR §1. 97(d): [after Final Office Action or Allowance (requires Rule 97(e) 

Statement and Rule 17(p) fee), but before final fee payment]; and 

□ a) The fee ($180.00) required by 37 CFR §1.1 7(p) is submitted herewith; 

and 

□ b) The required Statement is stated in item 8 below. 

□ 8. Statement under 37 CFR 1 .97(e) 

□ a) The undersigned attorney of record hereby certifies under 37 OF. R. 

§1 .97(e) that each item of information contained in this Information 
Disclosure Statement was first cited in a communication from a foreign 
patent office in a counterpart foreign application not more than three 
months prior to the filing of this Information Disclosure Statement (each 
item contained in this IDS was the first citation of that item by a foreign 
patent office in a counterpart foreign application which occurred no more 
than three months prior to the filing of this IDS); or 

□ b) No item of information contained in this Information Disclosure Statement 

was cited in a communication from a foreign patent office in a counterpart 
foreign application, and, to the knowledge of the person signing this 
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Statement, after making reasonable inquiry, no item of information 
contained in this Statement was known to any individual designated in 37 
CFR §1 .56(c) more than three months prior to the filing of this Information 
Disclosure Statement. 

9. Please charge all deficiency fees associated with the submission of this 
Information Disclosure Statement and any other fees applicable to this 
application to Deposit Account No. 14-1 140. An original and one (1) copy of 
this document are enclosed. 

Respectfully submitted, 
NIXON & VANDERHYE P.C. 



By: IB. J. Sadoff/ 

B. J. Sadoff 
Reg. No. 36,663 

901 North Glebe Road, 11th Floor 
Arlington, VA 22203-1808 
Telephone: (703)816-4000 
Facsimile: (703)816-4100 
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OTHER DOCUMENTS (including Author, Title, Date, Pertinent pages, etc.) 



1 3 ALEXOPOULOU A et al, J General Virology (1 996), vol. 3, pp 1 73-81 , "Whole genome analysis of 
hepatitis B virus from four cases of fulminant hepatitis: genetic variability and its potential role in 
disease pathogenicity" Table 3. 



27 Aye 



et al, "Hepatitis B Virus Polymerase Mutations During Famciclovir Therapy in Patients Following 
Liver Transplantation", Hepatology Vol. 24, No. 4, Pt.2, Abstract 633, September 1996 



30 Aye et al, "Hepatitis B Virus polymerase mutations during antiviral therapy in a patient following liver 
transplantation", Journal of Hepatology, 1997; 26: 1148-1153 



38 



Bartholomeusz et al, "Mutations in the hepatitis B virus polymerase gene that are associated with 
resistance to famciclovir and lamivudine", 1997, International Antiviral News , Vol. 5, No. 8, 123-124 



26 



Bartholomew, "Hepatitis-B-virus resistance to lamivudine given for recurrent infection after orthotopic 
liver transplantation", (Lancet 349: 20-22, January 1997) 



BOWYER S etal, J General Virology (1997), vol. 78, pp 1719-29, "A unique segment of the hepatitis 
B virus group A genotype identified in isolates from South Africa" Figure 5 



Carman et al, "Vaccine-induced escape mutant The Lancet, Vol. 336, 1990 (8711) pages 325- 
329. 



Carman, "The clinical significance of surface antigen variants . 
(Suppl. 1) 11-20. 



", Journal of Viral Hepatitis, 1997. 4 



23 



Chenault, "Patterns of nucleotide sequence variation among cauliflower mosaic virus isolates", 
(Biochimie 76:3-8, 1994) 



de Man et al, "The sequential occurrence of viral mutations in a liver transplant recipient re-infected 
with hepatitis B: hepatitis B immune globuline escape, famciclovir non-respnse, followed by 
lamivudine resistance resulting in graft loss", Journal of Hepatology, 1998; 29: 669-675 
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surface antigen" Figure 2. 
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